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ADDENDUM TO THE "INSTRUCTIONS FOR COMPLETING FDA FORM
3500A with CODING MANUAL"

The current instructions and coding manual for FDA Form 3500A are dated December 14, 1995.
Since that time, new patient and device-related codes have been added.  Several new manufacturer
evaluation codes have also been added.   A few of the existing patient and device-related codes
have been modified and are listed at the end of each applicable Part I SubPart.

Please attach this addendum to your current December 14, 1995,  " Instructions for Completing
FDA Form 3500A with Coding Manual ".

If you have any questions please contact the Reporting Systems Monitoring Branch, Division of
Surveillance Systems, Office of Surveillance and Biometrics by telephone at (301) 594-2735 or by
fax at (301) 827-0038

http://www.fda.gov/cdrh/mdrcode.pdf
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PART I, SUBPART A - ALPHABETIC LISTING OF EVENT TERMS WITH THEIR
CORRESPONDING NUMERIC EVENT CODE

PATIENT-RELATED TERM

2543 Abdominal cramps
2500 Abrasion, leaflet disruption due to suture
2497 Abrasion, suture
2499 Agents, infective
2544 Ambulation difficulties
2491 Aortic dissection
2596 Ascites
2511 Atrial perforation
2545 Autotransfusion
2597 Blood loss
2569 Blood pressure, decreased
2548 Blood pressure, increased
2546 Breast feed, inability to
2598 Bronchospasm
2523 Burn, corneal
2525 Burn, incisional
2549 Burn, caustic/chemical
2530 Burn, thermal
2492 Calcification, leaflet disruption due to
2510 Cardiac death, sudden
2501 Cardiac ouput, low
2549 Caustic/chemical burn
2599 Cephalohematoma
2551 Changes, cognitive
2570 Chemical exposure
2549 Chemical/caustic burn
2572 Circulation impaired
2550 Claudication
2600 Clotting
2551 Cognitive changes
2552 Colostomy
2553 Confusion/disorientation
2523 Corneal burn
2539 Corneal whitening
2543 Cramps, abdominal
2510 Death, sudden cardiac
2569 Decreased blood pressure
2556 Decreased heart rate
2502 Dehiscence
2503 Deterioration
2544 Difficulties, ambulation
2606 Diminished pulse

2493 Disease, ischemic heart
2553 Disorientation/confusion
2491 Dissection, aortic
2601 Distention
2509 Distortion, stent
2517 Disturbances, sleep
2561 Dose, missed
2602 Drainage
2554 Electric shock
2570 Exposure, chemical
2607 Fluctuations of weight
2493 Heart disease, ischemic
2556 Heart rate, decreased
2557 Heart rate, increased
2558 Hematuria
2603 Hemorrhage, subgaleal
2580 Hospitalization required
2494 Host tissue overgrowth, leaflet disruption
         due to
2498 Iatogenic source
2572 Impaired circulation
2546 Inability to breast feed
2525 Incisional burn
2548 Increased blood pressure
2557 Increased heart rate
2495 Infection, leaflet disruption due to
2499 Infective agents
2559 Intubation
2493 Ischemic heart disease
2492 Leaflet disruption due to calcification
2494 Leaflet disruption due to host tissue
         overgrowth
2495 Leaflet disruption due to infection
2500 Leaflet disruption due to suture abrasion
2496 Leaflet disruption, cause unknown
2560 Lethargic
2597 Loss of blood
2562 Loss of pulse
2501 Low cardiac output
2573 Manual ventilation required
2571 Medication(s), treatment with
2561 Missed dose
2512 Mitral perforation
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PATIENT-RELATED TERMS (cont.)

2518 Non-surgical treatment/therapy,
         aborted/stopped
2519 Non-surgical treatment/therapy, additional
2520 Non-surgical treatment/therapy, delayed
2521 Non-surgical treatment/therapy, unnecessary
2501 Output, low cardiac
2511 Perforation, atrial
2512 Perforation, mitral
2513 Perforation, ventricular
2604 Polydipsia
2563 Procedure aborted/stopped, surgical
2564 Procedure additional, surgical
2565 Procedure delayed, surgical
2566 Procedure uneccessary, surgical
2514 Protrusion
2605 Pseudoaneurysm
2606 Pulse, diminished
2562 Pulse, loss of
2580 Required hospitalization
2515 Shaking/tremors
2554 Shock, electrical
2516 Skin tears
2517 Sleep disturbances
2498 Source, iatogenic
2509 Stent distortion
2603 Subgaleal hemorrhage
2510 Sudden cardiac death
2563 Surgical procedure, aborted/stopped
2564 Surgical procedure, additional
2565 Surgical procedure, delayed
2566 Surgical procedure, unnecessary
2497 Suture abrasion
2500 Suture abrasion, leaflet disruption due to
2516 Tears, skin
2518 Therapy/non-surgical treatment,
         aborted/stopped
2519 Therapy/non-surgical treatment, additional
2520 Therapy/non-surgical treatment, delayed
2521 Therapy/non-surgical treatment,
         unnecessary
2530 Thermal burn
2518 Treatment (non-surgical)/therapy,
         aborted/stopped
2519 Treatment (non-surgical)/therapy, additional
2520 Treatment (non-surgical)/therapy, delayed
2521 Treatment (non-surgical)/therapy,
          unnecessary
2571 Treatment with medication(s)

2515 Tremors/shaking
2542 Underdose
2496 Unknown cause of leaflet disruption
2573 Ventilation required, manual
2513 Ventricular perforation
2607 Weight fluctuations
2539 Whitening, corneal

MODIFIED PATIENT-RELATED TERMS

2010 - Effusion (changed from: pleural effusion)
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DEVICE-RELATED TERMS

2568 Abrasion, leaflet disruption due to suture
2577 Activation,difficult/delayed
2524 Advance, failure to
2522 Align, failure to
2583 Arcing
2585 Aspirate pipette, failure to
2584 Battery, low
2592 Blown fuse
2555 Breakage, endarterectomy suture
2586 Charge times, delayed
2576 Clips, scissored
2609 Close, difficult to
2507 Coaptation, incomplete
2587 Cut, failure to
2528 Date of expiration error
2582 Date-related problem, not year 2000 (Y2K)
2581 Date-related problem, year 2000 (Y2K)
2534 Decreased sensitivity
2588 Defective device
2586 Delayed charge times
2577 Delayed/difficult activation
2526 Dent
2504 Deterioration of prosthesis
2590 Device fragments/device, unknown
         location of
2589 Device tipover
2588 Device, defective
2608 Device, removal of (non-implant)
2609 Difficult to close
2577 Difficult/delayed activation
2541 Disconnect, failure to
2505 End of prosthetic life
2555 Endarterectomy suture breakage
2591 Error message given
2528 Error of expiration date
2594 Etched/sharp/jagged/rough/scratched
2527 Excessive manipulation
2528 Expiration date error
2593 Failure of locking mechanism
2524 Failure to advance
2522 Failure to align
2585 Failure to aspirate pipette
2587 Failure to cut
2541 Failure to disconnect
2610 Failure to fire
2533 Failure to obtain samples
2547 Failure to separate
2536 Failure to spike

2506 Failure, structural
2567 Fibrosis
2610 Fire, failure to
2529 Fumes/vapors
2592 Fuse, blown
2574 High threshold
2507 Incomplete coaptation
2535 Increased sensitivity
2594 Jagged/sharp/rough/etched/scratched
2531 Labeling, missing
2568 Leaflet disruption due to suture abrasion
2540 Leaflet disruption, cause unknown
2508 Leak, paravalvular
2505 Life, end of prosthetic
2590 Location of device/device fragments,
          unknown
2593 Locking mechanism failure
2584 Low battery
2575 Low threshold
2527 Manipulation, excessive
2532 Misfire
2531 Missing labeling
2608 Non-implanted device, removal of
2508 Paravalvular leak
2578 Physical resistance
2585 Pipette, failure to aspirate
2504 Prosthesis, deterioration of
2505 Prosthetic life, end of
2608 Removal of device(non-implant)
2578 Resistance, physical
2594 Rough/sharp/jagged/etched/scratched
2533 Samples, failure to obtain
2576 Scissored clips
2594 Scratched/sharp/jagged/rough/etched
2534 Sensitivity, decreased
2535 Sensitivity, increased
2547 Separate, failure to
2594 Sharp/jagged/rough/etched/scratched
2595 Spark
2536 Spike, failure to
2537 Splitting
2579 Staples did not form
2538 Strikethrough
2506 Structural failure
2568 Suture abrasion due to leaflet disruption
2555 Suture breakage, endarterectomy
2574 Threshold, high
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DEVICE-RELATED TERMS (cont.)

2575 Threshold, low
2589 Tipover of device
2540 Unknown cause of leaflet disruption

2590 Unknown location of device/device
         fragments
2529 Vapors/fumes
2581 Year-2000 (Y2K), date-related problem

MODIFIED DEVICE-RELATED TERMS

1003 - Absorption problems (changed from: Absorption)
1622 - Table tilting (changed from: Unintended table angulation)



Amended Document dated: 09/23/99 6

PART I, SUBPART B - NUMERIC LISTING OF EVENT CODES WITH THEIR
CORRESPONDING EVENT TERM

CODE TERM  CODE TERM

2491 Aortic dissection
2492 Leaflet disruption due to calcification
2493 Ischemic heart disease
2494 Leaflet disruption due to host tissue
         overgrowth
2495 Leaflet disruption due to infection
2496 Leaflet disruption, cause unknown
2497 Suture abrasion
2498 Iatogenic source
2499 Infective agents
2500 Leaflet disruption due to suture abrasion
2501 Low cardiac output
2502 Dehiscence
2503 Deterioration
2504 Deterioration of prosthesis
2505 End of prosthetic life
2506 Structural failure
2507 Incomplete coaptation
2508 Paravalvular leak
2509 Stent distortion
2510 Sudden cardiac death
2511 Atrial perforation
2512 Mitral perforation
2513 Ventricular perforation
2514 Protrusion
2515 Shaking/tremors
2516 Skin tears
2517 Sleep disturbances
2518 Therapy/non-surgical treatment,
         aborted/stopped
2519 Therapy/non-surgical treatment, additional
2520 Therapy/non-surgical treatment/delayed
2521 Therapy/non-surgical treatment,
          unnecessary
2522 Align, failure to
2523 Burn, corneal
2524 Advance, failure to
2525 Burn, incisional
2526 Dent
2527 Excessive manipulation
2528 Expiration date error
2529 Fumes/vapors
2530 Burn, thermal
2531 Labeling, missing

2532 Misfire
2533 Samples, failure to obtain
2534 Sensitivity, decreased
2535 Sensitivity, increased
2536 Spike, failure to
2537 Splitting
2538 Strikethrough
2539 Corneal whitening
2540 Leaflet disruption, cause unknown
2541 Disconnect, failure to
2542 Underdose
2543 Abdominal cramps
2544 Ambulation difficulties
2545 Autotransfusion
2546 Breast feed, inability to
2547 Separate, failure to
2548 Blood pressure, increased
2549 Caustic/chemical burn
2550 Claudication
2551 Cognitive changes
2552 Colostomy
2553 Confusion/disorientation
2554 Electric shock
2555 Endarterectomy suture breakage
2556 Heart rate, decreased
2557 Heart rate, increased
2558 Hematuria
2559 Intubation
2560 Lethargic
2561 Missed dose
2562 Pulse, loss of
2563 Surgical procedure, aborted/stopped
2564 Surgical procedure, additional
2565 Surgical procedure, delayed
2566 Surgical procedure, unnecessary
2567 Fibrosis
2568 Leaflet disruption due to suture abrasion
2569 Blood pressure, decreased
2570 Chemical exposure
2571 Treatment with medication(s)
2572 Circulation impaired
2573 Manual ventilation required
2574 Threshold, high
2575 Threshold, high
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NUMERIC LISTING (cont.)

CODE TERM

2576 Clips, scissored
2577 Activation, difficult/delayed
2578 Resistance, physical
2579 Staples did not form
2580 Hospitalization required
2581 Date-related problem, year 2000 (Y2K)
2582 Date-related problem, not year 2000 (Y2K)
2583 Arcing
2584 Battery, low
2585 Pipette, failure to aspirate
2586 Charge times, delayed
2587 Cut, failure to
2588 Device, defective
2589 Device tipover
2590 Device/device fragments, unknown
         location of
2591 Error message given
2592 Fuse, blown

CODE TERM

2594 Sharp/jagged/rough/etched/scratched
2595 Spark
2596 Ascites
2597 Blood loss
2598 Bronchospasm
2599 Cephalohematoma
2600 Clotting
2601 Distention
2602 Drainage
2603 Hemorrhage, subgaleal
2604 Polydipsia
2605 Pseudoaneurysm
2606 Pulse, diminished
2607 Weight fluctuations
2608 Device, removal of (non-implant)
2609 Close, difficult to
2610 Fire, failure to

2593 Locking mechanism failure
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PART I, SUBPART C - DEFINITIONS FOR EVENT TERMS LISTED NUMERICALLY
BY EVENT CODE

CODE DEFINTION

2545     Reinfusion of blood or blood products derived from the patient's own circulation.
2550     Limping or lameness.
2551     Pertaining to or characterized by cognition.  That operation of the mind which we become aware of

objects of thought or perception;it includes all aspects of  perceiving, thinking, and remembering.
2552     The surgical creation of an opening between the colon and the surface of the body; also used to refer

to the opening, or stoma, so created.
2555     Suture breakage related to endarterectomy surgeries.breakage. Endarterectomy is the excision of the 

thickened, atheromatous tunica intima of an artery.
2558     Blood in the urine.
2596     Effusion and accumulation of fluid in the abdominal cavity.
2598     Spasmodic contraction of the smooth muscle of the bronchi, as occurs in asthma.
2599     A subperiosteal hemorrhage limited to the surface of one cranial bone, a usually benign condition 

seen in the newborn as a result of bone trauma.
2601     The state of being distended or enlarged.
2604     Chronic excessive intake of water; it may be from an organic cause, such as the dehydration of 

diabetes mellitus, diabetes insipidus, or a reaction to medication, or from a psychological cause. 
When untreated it can lead to water intoxication.

2605     Dilatation and tortuosity of a vessel, giving the appearance of an aneurysm.
2608     Removal of medical devices other than implanted devices. (non-implant)
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PART II - DEVICE MANUFACTURER CODES
(For Section H, Blocks H3 and H6 of Form 3500A)

SUBPART A – DEVICE EVALUATED BY MANUFACTURER (Block H3)

CODES USED FOR A "NO" RESPONSE (ordered alphabetically)

There are no new codes to add to this section.

SUBPART B - EVALUATION CODES (Block H6)

METHOD OF EVALUATION CODES (ordered alphabetically within each section)

There are no new codes to add to this section.

RESULTS OF EVALUTAION CODES (ordered alphabetically within each section)

CATEGORY A - DEVICE - There are no new codes to add to this section.
CATEGORY B - USE OF DEVICE - There are no new codes to add to this section.
CATEGORY C - PHYSIOLOGICAL/PROCEDURAL FACTORS - There are no new codes to add to this
section.

CATEGORY D - DEVICE COMPONENT/SUBASSEMBLY FAILURES

1028  Jaw
1029 Knife
1030 Latch
1031  Pusher
1024  Switch, push button
1025  Valve cam

CATEGORY E - COMPUTER-, IMAGING SYSTEM-MICROPROCESSOR-CONTROLLED
DEVICE PROBLEMS

1026  Software validation error
1027  Software, failure to validate

CONCLUSION CODES (ordered alphabetically)

89  Filter testing
90  Date-related problem, year 2000 (Y2K)
91  Date-related problem, not year 2000 (Y2K)
92  Device not returned - no evaluation will be performed.
93  Device problem already  known - no evaluation will be performed
94 Device received in a condition that made analysis impossible
95 Device not returned - reserve samples evaluated
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